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Tfl.flto. 228(31).—toffa ^ TFT t fV 

%fr qftfttod <*<hh dfli* ft tote tofa ay## 
to ft wwf Ito ton vtrt arraror mn ft; 

#T tofa ^ tom V*HR to V W 4ITT 

V ftfclT 3?Wfa d+d)# UtflBflTR to ft ^ fltf 

TOTflft; 

tofa #T TITTO W# tom, 1945 ^t #r ftsrito 
^ ^ m»=TF^rfisRT -htt^t 

mm 3fafa #t hrph wi totom, 1940 (1940 fltf 
23) # ^TO 12 #T ^IKT 33 STTT TO *(towT V fatoft 
^to g»T TOW ^FTcft ft, # "STlft IPflfsffi to to toto 
# Tpn V fan'Sflfl totom # imr 12 aft 33 # 
TOftnr tom «n?ir ft aftr tj^tt ft tot ft IV 
^ fitter 3, fattot ^ Tiro tomf Vt tofto mrft to 

«ntfl V TRPIfl fl>] nfflfll *R?TT Vt TOiaj ART ft tot ft, ft 

feite toff # arafa V amnFT m Tr torftl’ ^ 

tofllT tom ^KpH; 

TOlto* to# FT fapfe STflfa V to STT^T 
TTT^nfl^fln^^pV^^rfVT^Ifli ft’HT«mft RnRsmft 
to TIFFTT V tofllflft, Tlf^, T4R*4, ftfc Vto *<r4l u l 
Hdl*W , BRfl TTOT, tofa TO, to#-110011 # 
3TT^n m ijsifi ft^ to# i 

912 GI /2012 <*) 


SINKM tow 

1. (4) towf.fln Tito flm ftdfa afte utifr 
Timft (fttor) tom, wt 2012ft 1 

* ( 2 ) ft TPYTsl ft ftto 1W>U!W # mtl <a 

flft U^fl ftft I >' " 

2. sfafa sfk yrro umifl tom, 1945, toft to 
tt# ■ci kv, tom fl»?T 7 mi ft, 

(i) tom 65 ft, 

(m) (3) V iste (1) V Ti-flte W 

'qftjmft^T-dS (ii) ft, 

3 \w V t®th ft ‘ ar^jftt aftt sijqftt tt 1 ’ 
yi^ ftk ar^r Tift toft 1 1 

(^) Yd (9) Vflfe (fli) attoflre (ft) ft/sq^ 
ar f yt®[ aftr 3i^r V wft yr, 4 ti 
aiffffi -31 1 1 to ftk 31^T Tl# TP3ft J 

(fl) Yd (lOftVai^yr'YwftftswVwH 
m, J ^^41 n ^ir stoqftt ir T yto ^ftr aw 
Tdtoft 1 

(*) Yd (llfli) ft, *5f| yt^ aftc wft 

tsir yr, 4 ^ aftr sr Tjftt t? 1 / yt^ afft 

aw id toft i 

(ii) tom 97 V^y-tom ( 1 ) ft, ds («*) 
tomtoto sd-wifftfl to ^npit, aito *r~ 

* (-?> to Ynft ^1 ft ftNto yto 
adtoft, d atoto totoft teif d tor ^ Rx 
to^ff ^T cflYT to ft Yf RI 
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^ Wl T7 WiFi 3^ TR 

wa tit ^ •$ «J|<u ftHldfiati 

7I«3 7&*p?T <%ara rFTFn W^*JT : 

"” .a—. ,.■&..ft.. —a, 

4i —^niMni: 

i i 

—M4^ <T faPfrrtH* ^ wwf ^ ftra TOR 31PW 
*r fepi *n»l t^pn i 4i*u ^ j 

3 . T^cT ^pmf FlHfclfiaM Hfafcytf ^T 

?iN Ppu 4^*ii i 
j . *-l. STelMwT 

i i ijteTata 

3. ^«IKi)(i<R( 

4 l^tf^lVlW 

5. 

&' ^4»l$lfa*krl 

7 . ^4»MldlH 

8. ^^IhU . 

9. Ttaafasta 

10. #RNtWI 

11. ^g^rr?*T 

li ^teif^Nrai^ 

13. r^u)*Hl«HimlH 

is. 

16. T^str 

17. ^<H»^hI<«Mh 

? 

18. 4l^lHIH 

19. ath: w$ ww 

20. FIFl^^T 

21. TONrfrHRffa 

22. 

' 23.. 

24 fa^feate 

25. 

y 

26. 4Ul4r«H 

27. ^*iU«*fc'fiH 

28. TtN*faaNarata 
29 

3a 

31 . 


33. Q*rdMk1*1 
34 HI$<MlHWI$<S 

35. WK'Rtl+HRftH 

36. SIS&l«wWl$S 

37. <£«HWIS«1h 

38. +^i$h1+hm1?i 

39. stort*fo£«" 

4. 3*3^ ^ m?hi^ faHRifcw 3mR*nfra £ptt 

’Jll^ll, srafc^ :— 

(fa*FI65 4*97) 

I. araisNtwi 
i T^fq^ratr 
3. 

4 ipforMta 
5. trajhi^n?#! 
a ipiG^itam 

7. 

8 . 

9. 

ia i^r^k 

II. tf9»1§lfoHd 
12 iHlckuH 
13. ^mV^I 
14 ^kIhU 

is. 

id ^n?r 
n. irtetiz 

18. #sffiwi 

19. MQimVi 

20. ^4>Uf4HH 

21 . 

21 

23- *toiMl<fl<rl 

24. 

25. 

26. 

27. 

28. 
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29- 

. 30. ^infoP^d 
31. 4dU£l$^Hl«WI5£ 
32 faylMdWiuli 

33. 

34. Pkrl-SIHI^'tUn 

35. 

36. 

37. «hW$1«fo 

38. 4+H£>yM+HlP9H 

39. ^r^rrm 

40. 

41. 4l4iHl4HT^S 
42 

43. 

44. 

45. 

46. mUWh 

47. JblHI'^ih 

48. 

49. ^hIm^WhI*^ 

50. ^RI5# 

51. !?hWh 
52 $ftlHIH)#T 

53. StilPH^MW. s 

54. 

55. 

56-' 

57. *UVfalH 

58. 

59. 

60. MU Mid R 

61. 

62 TTlWtwftromH 


63. 


64, 


65. Ph^MR 


66. iH^ircl^ 

67. H\W\«WI#4 

68 . 


69. 

70. 

71. MRWtoljfHHI 
72 

73. ^Nt#T 

74. frerctaift 
75; WRltfldfa 
76. hMh T ^U # 

/ 77. ifrftwfrfo 

78. 

79. W^wi?5 1 

80. RmPq ft rn 

81. 

82 ^MI§4flH 

83. 

84 'h 

85. trtrovfa 

86. dl«KRT5*fli 

87. Z R RT Sfa 

88 . 

89. arp^TOfa 

j " 

90. %TO 

91. ' 3RT l^wlfew” 

feutUI.— ^qWt sfofa -3(ffT Ciq u tlf 

4i(^l PiftPaW P*U ^ TUfaST $, «ft 
(3wg afc 4 »hhh> ftftffift*ii ) 
^ fcrc; armfor i, f Ml 

^RT ^ 3t«fa STTfft -f I 

[*R U t£RT-11014/6/2010-^p^t] 

T T°^T ) tifVq 

:—*gn Iwi wr 3 

28-10/45(l),<lrfte21-12-1945 m 
U4>IPvm fen?, *n? ^ ^rffer 

76(34), flrtter 

• 8-2-2012 srofenjm? i 

MINISTRY OF HEALTH AND FAMILYWELFARE 

v 

(Department of Health) 
NOTIFICATION 
New Delhi, the 20th March, 2012 

GS.R. 228(E). — Whereas the Central Government is 
o f the opinion that circumstances have arisen which render 
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it necessary to make the rules without consulting the Drugs 
Technical Advisory Board; 

And whereas the Central Government proposes to 
consult the Drugs Technical Advisory Board within six 
months of making these rules; 

Now, therefore, the following draft of certain rales 
further to amend the Drags and Cosmetics Rules, 1945, 
which the Central Government proposes to make in exercise 
of the powers conferred by Section 12 and Section 33 of 
the Drags and Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by Sections 12 and 33 of the said Act 
for the information of all persons likely to be affected 
thereby, and die notice is hereby given that the said draft 
tules shall be taken into consideration on or after the expiry 
6f a period of forty-five days from the date on which the 
copies of the Gazette of India containing these draft rules 
are made available to the public; 

Any person interested in making any objections or 
su ggestio ns on the proposed draft rules may do so in ~ 
writingfor consideration of the Central Government within 
the period so specified through post to the Secretary, 
Ministry of Health and Family Welfare, Government of 
India, Nirman Bhawan, New Delhi-110011. 

DRAFT RULES 

1. (1) These rules may be called the Drugs and 
Cosmetics (First Amendment) Rules, 2012. 

(2) They shall come into force on the date of their 
. final publication in the Official Gazette. 

2 In the Drags and Cosmetics Rules, 1945, 
hereinafter referred to as said rules, 
(i),mnile65, 

(a) m condition (3), in clause (1), in sub-clause (f) 
and in sub-clause (ii) of the proviso, for the 
words and letter ‘Schedule tJP, the words and 
letters “Schedule H and Schedule H1 ” shall be 
substituted. 

(b) in condition (9), in clause (a) and (b), for the 
words and letter ‘Schedule H’, the words and 
letters “Schedule H and Schedule'll” shall be 
substituted. 

(c) - r in condition (11), for the words and letter 

‘Schedule H*, the words and letters “Schedule 
H and Schedule HI" shall be substituted. 

\ 

(d) in condition (11 A), for the words and letter 
‘Schedule H\ the words and letters ^Schedule 
H and Schedule Hi” shall be substituted. 

(5) in rule 97, in sub-rule (1), after the clause (d) 
din following shall be inserted, namely:— 

“(e) if it contains a drug substance specified in 
Schedule HI, the drag formulations shall be 


labelled with the symbol Rx which shall be in 
red and conspicuously displayed on the left 
top comer ofthe label, and shall also be lebelled 
with the following words in a box with, a red 
border: / 

‘Schedule HI drug—warning 

— 

-it is dangerous to take this preparation except in 
accordance with die medical advice. 

—Not to be sold by retell without the proscription 
of a Registered Medical Practitioner.” 

3. In Schedule H, to the said rules, the following 
entries shall be omitted : 

1 . 

“Alprazolam 

2 

Amikacin 

3. 

Antibiotics 

4 

Aztreonam 

5. 

. r / 

Buprenorphine 

6 

Cefadroxil 

7. 

Cefezolin 

ft 

Cefdinir 

9. 

Ceftazidime 

10. 

Ceftizoxime 

11. 

Cefuroxime 

12. 

Chlordiazepoxide 

13. 

Ciprofloxacin 

14. 

Clarithromycin 

15. 

Clindamycin 

16. 

Codeine 

17. 

Dextropropoxyphene 

1ft 

Diazepam 

19. 

Diphenoxylate and its salts 

20. 

Ethambutol 

21. 

Gatifloxacin 

22 

Isepamioin 

23. 

Levofloxacin 

24. 

Linezolid 

25. 

Meropenam 

26. 

Midazolam 

27. 

Minocycline 

2ft 

Moxifloxacin 

2sr. 

Nalidixic acid 
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30. Nitrazepam ■ 27. Ceftriaxone 

31. Norfloxacin 28. Cefuroxime 

32. Ofloxacin 29. Cephaloridine 

33. Pentazocine 30. . Chloramphenicol 

34. Pyraz in amide 31. Chlordiazepoxide 

35. Sparfloxacin 32. Ciprofloxacin 

36. Tramadol hydrochloride 33. Clarithromycin 

37. Tobramycin 34. Clindamycin 

38. Cotrimoxazole 35. Cloxacillin 

39. Zolpidem” ' 36. Codeine 

4. After Schedule H, the following Schedule shall be 37. Colistin 

inserted, namely: 38. Dextroropoxyphene 



“Schedule HI 

39. 

Diazepam 


(See Rules 65 and 97) 

40. 

Dicloxaciilin 

1. 

Alprazolam 

41. 

Diphenoxylate 

2. 

Amikacin 

42. 

Doripenem 

3. 

Amoxicillin 

43. 

Ertapenem 

4. 

Ampicillin 

44. 

Erythromycin 

5. 

Azithromycin 

45. 

Ethambutol 

6. 

Aztreonam 

46. 

Feropenem 

7. 

Balofloxacin 

47. 

Framycetin 

8. 

Buprenorphine 

48. 

Gatifloxacin 

9. 

Carbencillin 

49. 

Gemifloxacin 

10. 

Cefaclor 

50. 

Gentamicin 

11. 

Cefadroxil 

51. 

Imipenem 

12. 

Cefalexin 

52. 

Isepamicin 

13. 

Cefazolin 

53, 

Tsoniazid 

14 

Cefdinir 

54. 

Kanamycin 

15. 

Cefditoren 

. 55. 

Levofloxacin 

16. 

Cefepime 

; 56. 

Lincomycin 

17. 

Cefetamet 

57. 

Linezolid 

18. 

Cefixime 

58. 

Lomefloxacin 

19. 

Cefoperazone 

59 

Meropenem 

20. 

Cefotaxime 

60 . 

Midazolam 

21. 

Cefpiroine 

61. 

Minocycline 

22. 

Ceibodoxime 

62. 

Moxi flox acin 

23. 

Cefprozil 

63. 

Nalidixic acid 

24. 

Ceftazidime 

64. 

Neomycin 

25. 

Ceftibuten 

65. 

Nitrazepam 

26. 

Ceftizoxime 

w. 

Nitrofurantoin 


^/i &IU JlX-X- 



6 ; THE GAZETTE OF INDIA: EXTRAORDINARY [Pact II— Sec. 3(i)] 


67 

Norfloxacin 

85. Tigecycline 

68. 

Ofloxacin . 

86. Tobramycin 

69. 

Oxacillin 

87. Tramadol 

70. 

Oxytetracycline 

88. Trimethoprim and Sulfamethoxazole 

71. 

Paromomycin 

89. Vancomycin 

72. 

Pefloxacin 

90. Zolpidem . 

73: 

Penicillin 

91. Any other antibiotics 

74. 

Pentazocine 

75. 

Piperacillin 

Note Preparations containing the above drug 

substances and their salts excluding those 

j “76. 

77. 

Polymyxin B 

Propoxyphene 

intended for topical or external use (except 
ophthalmic and ear/nose preparations) 

containing above substances are also covered 

78. 

Prulifloxacin 

by this Schedule”. 

79. 

Pyrazinamide 

[F. No. X-11014/6/2010-DFQC] 

8Q. 

Rifampicin 

. ARUN K. PANDA, it. Secy. 

81 

Sparfloxacin 

Foot note :—The principal rules were published in the 

82 

Streptomycin 

Official Gazette vide notification No. F. 28- 
10/45-H (1), dated 21st December, 1945 and 

83 

leicoplanin 

last amended vide notification number GS.R.. 

84. 

Tetracycline 

76(E), dated the 8th February, 2012. 
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